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The  Honorable  John  E.  McDonough,  Chairman 
Joint  Committee  on  Health  Care 
State  House,  Room  130 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  McDonough: 


Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health1  s  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


'"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 
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the  recent  engrossment  by  the  House  of  Representatives  of  House  No.  5791 ,  I  am  compelled 
to  bring  to  your  attention  certain  aspects  of  my  Office's  ongoing  review  relevant  to  your 
consideration  of  the  bill. 

Executive  Summary 

An  inquiry  undertaken  by  my  Office  indicates  that  two  state  employees  were 
instrumental  in  arranging  a  series  of  agreements  between  the  State  Biologic  Laboratories,  a 
state  vendor,  and  a  Maryland  based  pharmaceutical  company,  permitting  them  to  receive  as 
much  as  $6.3  million  in  royalties  from  the  commercial  sale  of  a  pharmaceutical  product 
developed  in  the  State  Biologic  Laboratories.  Under  the  agreements  in  question,  it  appears 
that  the  Commonwealth  will  receive  far  less  than  a  licensor  should  receive,  according  to 
industry  standards,  for  a  newly  developed  biologic  product.  While  the  Commonwealth  is 
expected  to  receive  approximately  $2.1  million  in  royalties  from  the  commercial  sale  of  the 
drug,  by  industry  standards  it  should  receive  approximately  $75  million.  As  a  result  of  these 
agreements,  the  pharmaceutical  company  claims  exclusive  rights  to  RSVIG-IV  outside  of 
Massachusetts  and  Maine. 

Documents  reviewed  by  this  Office  demonstrate  that  the  two  state  employees,  through 
these  agreements,  arranged  to  work  part-time  for  a  state  vendor  and  to  receive  royalties  on 
patented  technology  developed  by  them  as  its  employees.  These  two  individuals  took  with 
them  to  the  state  vendor  the  results  of  a  five-year  research  program  on  RSVIG-IV.  filed 
patents  in  their  own  names  on  RSVIG-IV  technology,  and  assigned  the  patent  rights  to  the 
state  vendor  in  return  for  royalty  rights.  RSVIG-IV  is  a  blood  plasma  product  demonstrated 
to  be  effective  in  preventing  a  common  respiratory  tract  infection  in  children.  According  to 
one  of  the  employees,  they  expect  to  receive  royalties  on  RSVIG-IV  because  they  developed 
the  patented  RSVIG-IV  technology  as  employees  of  the  state  vendor  not  as  employees  of  the 
Commonwealth.  To  the  contrary,  documents  reviewed  by  this  Office  reveal  that  the  patented 
RSVIG-IV  technological  invention  was  made  by  them  and  other  state  employees  before  the 
two  employees  went  to  work  for  the  vendor.  Documents  reviewed  by  this  Office  show  that 
less  than  thirty  days  after  the  two  employees  began  their  employment  with  the  vendor,  patent 
claims  on  RSVIG-IV  technology  had  been  drafted.  These  patent  claims  were  in  a  form 
substantially  the  same  as  the  patent  claims  later  submitted  to  the  U.S.  Patent  and  Trademark 
Office.  This  draft  patent  application,  as  well  as  corresponding  information  contained  in  other 
documents  reviewed  by  this  Office,  suggest  that  the  Commonwealth  may  have  strong  legal 
claims  to  RSVIG-IV  patent  rights  and  corresponding  proceeds. 

House  No.  5791  would  assign  the  Commonwealth's  rights  in  RSVIG-IV  and  other 
products  developed  in  the  State  Biologic  Laboratories  to  the  proposed  new  institute.  Such 
assignment  may  thereby  foreclose  the  Commonwealth's  ability  to  recover  millions  of  dollars 
in  revenues  from  the  sale  of  RSVIG-IV.  In  addition,  the  bill  assigns  exclusive  use  of  the 
State  Biologic  Laboratories'  FDA  laboratory  license,  facilities  and  equipment  to  the  new 
institute.  Documents  reviewed  by  this  Office  indicate  that  these  two  state  employees  expect 
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to  become  the  "Chief  Scientific  Officer  and  Director  of  Bio  Lab"  and  the  "Operations 
Director  of  Bio  Lab."  respectively,  of  the  new  institute.  In  light  of  the  activities  of  state 
employees  described  in  this  letter  and  the  considerable  adverse  financial  and  other 
consequences  of  the  bill,  I  urge  you  to  defeat  House  No.  5791. 

In  consideration  of  the  serious  nature  of  this  matter,  I  am  sending  a  copy  of  this  letter 
to  the  Office  of  the  Attorney  General. 

Background 

The  State  Biologic  Laboratories'  1989  Agreement  with  the  Massachusetts  Health 
Research  Institute  (MHRI) 

The  statutory  mandate  for  the  State  Biologic  Laboratories  is  to  "produce  and  distribute 
immunological,  diagnostic  and  therapeutic  agents"  for  the  citizens  of  Massachusetts.2 
According  to  the  Director  and  the  Deputy  Director  of  the  State  Biologic  Laboratories,  the 
Laboratories  accomplish  this  mandate  by  manufacturing  some  of  the  bacterial  vaccines  used 
in  the  Commonwealth's  Universal  Childhood  Immunization  Program  and  through  a 
continuing  program  of  research  and  development.  RSVIG-IV  (trade  name  RespiGam)  was 
developed  by  state  employees  in  the  State  Biologic  Laboratories  as  part  of  their  official 
employment,  as  described  in  official  written  performance  objectives.  RSVIG-IV  was  the 
result  of  this  research  and  development  program  over. a  five-year  period  from  1985  to  1989. 

My  Office's  inquiry  revealed  that,  in  December  1989,  the  Director  and  Deputy 
Director  of  the  State  Biologic  Laboratories  helped  arrange  a  state  research  contract 
concerning  the  development  of  biologic  products  with  a  state  vendor,  the  Massachusetts 
Health  Research  Institute  (MHRI).  MHRI  is  a  private  nonprofit  corporation  which  had 
previously  provided  fiscal  and  administrative  services  under  memoranda  of  understanding 
with  the  State  Biologic  Laboratories  for  a  number  of  years. 

In  December  1989,  the  State  Biologic  Laboratories  enacted  a  new  memorandum  of 
understanding  with  MHRI.  The  new  contract  expanded  MHRI's  services  to  include  a  broad 
research  program  concerning  the  development  of  new  and  improved  biologic  products. 
Under  this  new  arrangement.  MHRI  employees  were  allowed  to  share  up  to  30  percent  of 
royalties  from  patented  technology  developed  by  them  during  the  contract.3  4  Prior  to  this 


2M.G.Lc.lll,§5. 

3A  Memorandum  of  Understanding,  executed  December  18,  1989,  between  MHRI  and 
the  State  Biologic  Laboratories,  which  establishes  a  program  to  conduct  research  on  new  and 
improved  biologic  products,  provides  for  the  following  distribution  of  revenues  to  MHRI 
employees  who  have  worked  on  the  joint  project:  "Any  licensing  revenues  derived  from 
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contract.  MHRI  employees  had  no  right  to  receive  royalties  on  products  developed  in  the 
State  Biologic  Laboratories.  The  inclusion  of  the  30  percent  share  in  product  royalties  is 
highly  significant  because  under  the  revised  memorandum  of  understanding,  which  the 
Director  and  the  Deputy  Director  helped  to  negotiate,  they  were  hired  as  MHRI  employees, 
thus  enabling  them  personally  to  partake  in  such  patent  royalties.  Under  the  new 
memorandum  of  understanding  they  became  the  Scientific  Director  and  the  Administrative 
Director  of  this  expanded  research  project  for  MHRI  while  they  retained  their  state  positions 
on  a  part-time  basis  with  all  of  their  previous  state  authority. 

Subsequent  to  the  execution  of  the  new  contract  with  MHRI,  the  Director  and  Deputy 
Director  filed  patents  in  their  own  names  on  RSVIG-IV  technology  and  assigned  these  patent 
rights  to  MHRI.5  MHRI  now  claims  to  own  the  rights  to  the  drug.  My  Office's  inquiry 
revealed  that  these  two  individuals  took  with  them  to  MHRI  the  results  of  the 
Commonwealth  s  five-year  RSVIG-IV  research  program,  enabling  them  to  profit  substantially 
from  the  Commonwealth's  previous  development  of  this  product  in  the  State  Biologic 
Laboratories.  Documents  reviewed  by  this  Office  reveal  that  the  Director  and  Deputy 
Director  of  the  State  Biologic  Laboratories  worked  with  attorneys  for  a  Maryland  based 
pharmaceutical  company  to  draft  their  patent  claims  for  RSVIG-IV  technology  before  they 
went  to  work  for  MHRI.  These  patent  claims  were  promulgated  in  a  draft  application  less 
than  thirty  days  after  they  began  their  employment  with  MHRI  in  a  form  substantially  the 
same  as  the  claims  they  later  submitted  to  the  U.S.  Patent  and  Trademark  Office. 

The  documents  reviewed  by  this  Office  indicate  that  the  Director  and  the  Deputy 
Director  of  the  State  Biologic  Laboratories,  prior  to  going  to  work  for  MHRI.  attempted  to 
determine  whether  state  employees  could  receive  royalties.  In  a  1989  memorandum,  they 
asked.  "Can  a  State  worker  receive  royalties  from  an  invention  developed  at  the  Lab0"  They 
also  asked  if  they  could  "draw  a  broad  enough  net  to  include  the  whole  team?"  The  Director 
and  the  Deputy  Director  of  the  State  Biologic  Laboratories  subsequently  submitted  the  patent 
application  for  RSVIG-IV  technology  in  only  their  own  names,  and,  according  to  the  Deputy 


patents  assigned  to  MHRI  as  a  result  of  work  done  by  persons  employed  by  the  project  shall 
be  distributed  as  follows:  .  .  .  30%  or  such  other  percentage  as  may  be  called  for  in 
MHRTs  patent  policies  shall  be  set  aside  for  the  benefit  of  MHRI  personnel  who  developed 
the  patented  technology.  MHRI  personnel  will  be  eligible  for  assignment  of  royalty  income 
if  they  assumed  scientific  responsibility  for  a  significant  portion  of  the  development  of 
patented  technology.  Recommendations  for  the  assignment  of  such  income  will  be  made  by 
the  Program  Director  and  will  be  subject  to  approval  by  MHRI." 

4MHRI  patent  policy  adopted  in  1988  provides  that  30  percent  of  royalties  from  patented 
technology  shall  go  to  inventors.  MHRI  Patent  Policy  Adopted  7/21/88.  2.07  (a)  4. 

5The  patent  described  the  invention  as  a  "process  of  screening  serum  samples  for 
effective  antibody  titers  against  respiratory  viruses." 


Digitized  by  the  Internet  Archive 
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Director,  expect  to  receive  royalties  not  as  state  employees,  but  as  MHRI  employees.6 

Under  the  terms  of  MHRI ' s  December  1989  research  agreement,  MHRI  employees 
were  required  to  assign  to  MHRI  all  patents  "developed  during  the  Project."  According  to 
documents  reviewed  by  this  Office,  the  patented  RSVIG-IV  technology  was  developed  prior 
to,  not  during,  MHRTs  Project. 

By  helping  to  arrange  the  new  memorandum  of  understanding,  then  going  to  work  for 
MHRI,  and  consequently  assigning  the  patent  to  MHRI,  the  Director  and  Deputy  Director 
appear  to  have  advanced  their  own  financial  interests  to  the  detriment  of  the 
Commonwealth's  propriety  and  financial  interests. 

Prior  to  MHRTs  December  1989  research  agreement  with  the  State  Biologic 
Laboratories.  MHRI  had  no  possible  claim  to  the  fruits  of  ownership  of  the  product  of  any 
research  conducted  in  the  State  Biologic  Laboratories.  According  to  MHRTs  Executive 
Director.  MHRI  "served  only  as  a  state  vendor  to  provide  administrative  and  fiscal  serv  ices 
and  had  no  responsibility  for  the  scientific,  technical,  or  clinical  activities  carried  out  in  these 
research  projects."7 

The  Agreements  with  Medlmmune.  Inc. 

Subsequent  to  the  research  agreement  between  MHRI  and  the  State  Biologic 
Laboratories,  MHRI  licensed  the  exclusive  right  to  manufacture  and  sell  RSVIG-IV  (outside 
of  Massachusetts  and  Maine8)  to  a  Maryland-based  pharmaceutical  company.  Medlmmune. 
Inc.  (Medlmmune)9  which  funded  the  research  project  in  the  State  Biologic  Laboratories. 

The  records  reviewed  by  this  Office  reveal  that  the  Director  of  the  State  Biologic 
Laboratories  arranged  a  private  agreement  with  Medlmmune  six  months  prior  to  the 
Biologic  Laboratories'  new  agreement  with  Medlmmune  and  MHRI.  He  executed  a 
"Confidentiality  Agreement"  between  himself,  as  an  individual,  and  Medlmmune  on  June  23. 
1989.  This  agreement  stated  that  the  Director  had  "...  certain  confidential  information 
regarding  the  development,  use,  strategies  and  technology  associated  with  RSV 
immunotherapeutics."  The  agreement  named  the  Director  as  "the  developer"  without 


6Memorandum  from  the  Deputy  Director  of  the  State  Biologic  Laboratories,  Entitled 
"Memorandum  of  Understanding  Issues,"  October  13,  1989. 

7  Memorandum  by  the  Executive  Director  of  MHRI  dated  March  23,  1988. 

8The  Red  Cross  distributes  biologic  products  produced  by  the  State  Biologic  Laboratories 
in  Massachusetts  and  Maine  under  a  contract  with  MHRI. 

9MedImmune.  Inc.  was  Molecular  Vaccines.  Inc.  until  a  name  change  in  October  1990. 
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reference  to  the  State  Biologic  Laboratories. 

Since  RSVIG-IV  was  developed  by  employees  of  the  Commonwealth  on  its  behalf, 
the  Commonwealth  may  have  strong  legal  claims  to  RSVIG-IV  patent  rights  and 
corresponding  proceeds.10  Profits  from  the  sale  of  RSVIG-IV  could  be  considerable. 
According  to  industry  analysts,  Medlmmune's  future  profits  on  RSVIG-IV  will  be 
approximately  $300  million.11  My  staffs  research  indicates  that  under  standards  used  in  the 
pharmaceutical  industry,  a  licensor  should  expect  to  receive  approximately  25  percent  of 
profits  from  sales  of  the  biologic  products  that  it  develops.12  By  this  standard,  the  licensor 
should  receive  approximately  $75  million  of  Medlmmune's  estimated  $300  million  profits 
from  the  sale  of  RSVIG-IV. 

This  Office's  inquiry  shows  that  the  Director  and  Deputy  Director  appear  to  benefit 
personally  by  having  arranged  for  MHRI  to  be  hired  as  a  conduit  between  the  State  Biologic 
Laboratories  and  Medlmmune  in  the  clinical  testing,  licensing,  supply  and  manufacture  of 
RSVIG-IV.  While  they  held  positions  as  high-ranking  state  employees  responsible  for 
asserting  to  the  maximum  extent  possible  the  Commonwealth's  interests  in  RSVIG-IV.  they 
appear  to  have  been  in  a  position  to  benefit  personally  by  acting  as  if  the  drug  had  been 
developed  by  them  as  MHRI  employees. 

The  Federal  Food  and  Drug  Administration  (FDA)  Granted  The  State  A  License  To 

Manufacture  RSVIG-rV 

The  FDA  granted  the  State  Biologic  Laboratories  a  license  to  manufacture  RSVIG-IV 
in  January  1996  using  information  obtained  from  the  clinical  trials  begun  in  1989.  including 
tests  of  the  lots  manufactured  in  1989,  before  the  MHRI  research  agreement  was  signed.  By 
assigning  the  patent  to  MHRI  (to  their  own  benefit),  the  Director  and  Deputy  Director  have 
acted  as  if  the  FDA-approved  version  of  RSVIG-IV  was  developed  during  the  research 


1QHovt  v.  Corporon.  268  Mass.  544,  548  (1929). 

1 'Morgan  Stanley,  U.S.  Investment  Research.  January  27,  1995,  p.  2.  This 
memorandum  states,  "Finally,  RespiGam  with  revenue  potential  of  greater  than  $100  million 
could  be  valued  at  $300  million."  The  market  value  is  based  upon  the  net  present  value  of 
expected  future  profits  from  the  sales  of  the  product.  Industry  analysts  base  their  estimates  of 
the  market  value  of  new  drugs  on  market-life  expectancy  of  the  product,  taking  into 
consideration  the  likelihood  of  other  pharmaceutical  companies  developing  similar  or  superior 
products.  Estimates  of  royalty  revenues  are  based  upon  estimated  sales  of  RSVIG-IV  during 
the  seven  years  in  which  it  enjoys  protected  trade  status  as  an  "orphan  drug"  as  designated 
by  the  FDA. 

12Genetic  Engineering  News.  "How  to  Successfully  Negotiate  Reasonable  Royalty  Rates 
for  Licensing  Bioproducts."  September  1,  1995.  Les  Nouvelles.  September  1992. 
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project. 

When  this  Office  asked  the  Commissioner  of  the  Department  of  Public  Health  to 
explain  the  reason  behind  the  allocation  of  licensing  revenues,  he  responded:  "Because  MHRI 
employees  developed  the  technology  upon  which  the  licensing  agreements  are  based,  MHRI 
retains  ownership  rights  in  that  technology."13 

Documents  reviewed  by  this  Office  indicate  that  the  Director  and  Deputy  Director 
circulated  a  draft  of  their  RSVIG-IV  patent  application  only  weeks  after  they  began  working 
part-time  for  MHRI  in  January  1990.  On  August  16,  1989,  the  Director  and  Deputy 
Director  of  the  State  Biologic  Laboratories  and  the  Executive  Director  of  MHRI  discussed 
the  potential  for  a  patent  on  RSVIG-IV  with  the  President  of  Medlmmune,  concluding  "that 
we  should  do  our  best  to  obtain  maximum  patent  protection.  ..."  They  subsequently 
discussed  a  "marketing  plan"  for  RSVIG-IV,  which  was  already  "in  draft"  form  by  August 
1989.  The  records  show  that  the  Director  told  the  FDA  in  a  1993  meeting  to  discuss  its 
review  of  the  product  license  application  for  RSVIG-IV  that  the  "Mass  Public  Health 
Biologic  Labs"  and  the  Director,  Deputy  Director  and  one  other  employee  were  responsible 
for  the  "Development  and  Manufacture"  of  RSVIG-IV.14  In  fact,  the  Department  of  Public 
Health  press  release  of  December  15.  1995,  announcing  an  FDA  Committee's 
recommendation  to  approve  RSVIG-IV,  stated  that  the  Massachusetts  Department  of  Public 
Health  had  developed  the  drug. 

Given  that  the  State  Biologic  Laboratories  developed  the  product  and  hold  the  only 
FDA  facility  license  in  the  world  to  manufacture  RSVIG-IV,  and  that  RSVIG-IV  is 
manufactured  in  the  State  Biologic  Laboratories'  facility,  it  is  noteworthy  that  under  the 
terms  negotiated  by  the  Director  and  Deputy  Director  of  the  State  Biologic  Laboratories, 
only  about  $2.1  million  in  RSVIG-IV  royalties  are  expected  to  go  to  the  Commonwealth 
from  the  sales  of  RSVIG-IV. 

RSVIG-rV's  Projected  Royalties 

MHRI's  projected  royalties,  assuming  that  Medlmmune's  sales  of  the  drug  equal  the 
market  projections,  would  total  $18.9  million.  Of  this  $18.9  million,  as  much  as  $6.3 
million  could  go  to  the  Director  and  the  Deputy  Director  of  the  State  Biologic  Laboratories. 
Of  the  remainder,  approximately  $4.2  million  would  be  retained  by  MHRI,  and 


13  Letter  from  the  Commissioner  of  the  Department  of  Public  Health  to  the  Office  of  the 
Inspector  General,  dated  October  19,  1995,  Item  #81  (a),  p  27. 

14"Development  and  Evaluation  of  RSVIG,"  1993  Presentation  by  the  Director  of  the 
State  Biologic  Laboratories  to  the  FDA  regarding  Product  License  Application  Reference  No. 
93-0142. 
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approximately  $8.4  million  would  be  spent  on  causes  which  MHRI  determines  will  further 
the  mission  of  the  State  Biologic  Laboratories.  Under  House  No.  5791,  this  estimated  $8.4 
million  would  go  to  a  new  quasi-independent  public  entity,  while  the  Commonwealth  would 
receive  only  about  $2.1  million  in  RSVIG-IV  royalties. 

In  a  telephone  conversation  with  the  Deputy  Director  of  the  State  Biologic 
Laboratories  on  February  9,  1996,  this  Office  confirmed  that  the  Deputy  Director  expects 
that  the  Director  and  Deputy  Director  will  receive  30  percent  of  royalties  from  RSVIG-IV 
under  their  agreement  with  MHRI  because,  according  to  the  Deputy  Director,  they  developed 
this  product  as  MHRI,  not  Commonwealth,  employees. 

The  substitute  draft,  House  No.  5791  of  1996,  engrossed  by  the  House  of 
Representatives  on  February  14,  1996,  includes  a  portion  of  an  amendment  originally  drafted 
by  this  Office,  which  provides  that: 

No  person  shall  solicit  or  accept,  directly  or  indirectly,  any 
financial  benefit  or  interest,  including  but  not  limited  to  royalties 
and  commissions  from  entities  which  manufacture  or  sell 
biologic  products  which  resulted  in  whole  or  in  part,  from  the 
research  and  development  performed  by  such  person  in  his 
capacity  as  an  employee  of  the  commonwealth  prior  to  the 
effective  date  of  this  act. 

Given  that  the  Deputy  Director  asserts  that  the  Director  and  Deputy  Director 
developed  the  drug  as  MHRI  employees,  that  they  have  already  assigned  the  patent  to  MHRI. 
and  that  they  expect  to  receive  royalties  for  these  reasons,  this  amendment  will  not  remedy 
the  problems  described  in  this  correspondence. 

The  Improper  Use  of  Department  of  Public  Health  Facilities 

This  Office's  inquiry  revealed  that  officials  of  the  State  Biologic  Laboratories  entered 
into  an  agreement  with  MHRI  to  enable  MHRI  employees  to  work  in  the  State  Biologic 
Laboratories  to  manufacture  private  label  drugs  for  Medlmmune  for  world-wide  sale.  This 
use  of  state-owned  property  since  1991  appears  to  violate  the  Department's  enabling 
legislation.  M.G.L.  c.lll,  §5  states  that  the  Department  can  only  sell  what  is  in  "excess"  of 
the  State's  needs  and  does  not  appear  to  allow  for  public  facilities  to  be  used  for  deliberate, 
planned  production  of  private-label  drugs  for  world-wide  commercial  sale. 

Furthermore,  officials  of  the  State  Biologic  Laboratories  and  MHRI  appear  to  have 
misrepresented  in  their  agreement  with  the  State  Division  of  Capital  Planning  and  Operations 
(DCPO)  the  nature  of  the  private  activities  that  would  be  conducted  in  the  public  facility. 
The  agreement  states  that  the  space  would  be  used  for  "research,"  while  internal  MHRI 
correspondence  shows  that  MHRI  and  the  Director  and  Deputy  Director  of  the  State  Biologic 
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Laboratories  deliberately  avoided  the  use  of  the  term  "manufacturing"  in  order  to  protect 
MHRTs  tax  exempt  status.15 

The  Proposal  To  Create  A  New  Quasi-Independent  Public  Authority  Will  Solve  MHRTs 
Tax  Related  Problems  Resultin£  From  RSVIG-IV  Royalties 

The  State  Biologic  Laboratories 1  documents  reviewed  by  this  Office  indicate  that  the 
Laboratories'  administrators  are  promoting  House  No.  5791  in  part  to  solve  tax-related 
problems  which  they  expect  will  interfere  with  MHRTs  supplying  RSVIG-IV  to  Medlmmune 
in  large  quantities  beginning  in  1996.  These  tax-related  problems  in  turn  would  interfere 
with  Medlmmune' s  payment  of  RSVIG-IV  royalties  to  MHRI  and  through  MHRI  to  the 
Director  and  Deputy  Director. 

Documents  reveal  that  the  Director  recognized  that  MHRTs  gross  projected  annual 
revenues  from  RSVIG-IV  will  jeopardize  its  non-profit  status  and  that  another  operational 
entity  is  needed  to  replace  MHRI.  A  January  1995  memorandum  written  by  the  Director 
explains  these  problems  and  asserts  that  creation  of  the  new  quasi-independent  entity  would 
solve  them. 

The  Proposal  To  Create  A  New  Quasi-Independent  Public  Authority  May  Foreclose  the 
Commonwealth's  Ability  to  Recover  Royalties  Resulting  From  The  Sale  of  RSVIG-rV 

House  No.  5791  would  assign  the  Commonwealth's  rights  in  RSVIG-IV  and  other 
products  invented  in  the  State  Biologic  Laboratories  to  the  proposed  new  institute.16  The 
passage  of  the  bill  might  thereby  foreclose  the  Commonwealth's  ability  to  recover  millions  of 
dollars  in  revenues  from  the  sale  of  RSVIG-IV. 


Memorandum  from  Executive  Director  of  MHRI  to  the  Director  and  Deputy  Director 
of  the  State  Biologic  Laboratories,  RE:  Use  Agreement,  DATE:  January  8,  1991,  "The 
January  4  draft  Use  Agreement  looks  pretty  good.  My  only  comments  have  to  do  with  the 
usage  of  the  terms  production  and  manufacture.  It  is  important  that  MHRTs  use  of  the  space 
be  cast  in  terms  of  research.  Otherwise,  the  elaborate  structure  we  created  to  assure 
compliance  with  IRS  regulations  may  be  jeopardized." 

16  Section  2(f)  of  House  No.  5791  provides  that  all  patents,  copyrights  and  other 
intellectual  property  rights  held  by  the  department  of  public  health,  state  laboratory  institute 
or  biologic  laboratories  on  the  effective  date  of  this  act  for  the  testing,  development  or 
production  of  vaccines,  immune  globulins  and  other  biologic  products,  and  newborn 
screening  tests,  shall  be  assigned  to  the  institute  according  to  the  terms  and  conditions  of  the 
agreement  or  agreements  negotiated  pursuant  to  paragraph  (f)  of  section  two  of  chapter  one 
hundred  and  eleven  J  of  the  General  Laws,  and  to  the  extent  permitted  under  federal  law. 
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In  addition,  the  bill  assigns  exclusive  use  of  the  State  Biologic  Laboratories'  FDA 
laboratory  license  to  the  new  institute  and  allows  it  to  use  the  State  Biologic  Laboratories' 
facilities  and  equipment.  Documents  reviewed  by  this  Office  indicate  that  the  Director  and 
Deputy  Director  of  the  State  Biologic  Laboratories  expect  to  become  the  "Chief  Scientific 
Officer  and  Director  of  Bio  Lab"  and  the  "Operations  Director  of  Bio  Lab,"  respectively,  of 
the  new  institute,17 

Disclosure  with  the  State  Ethics  Cnmmiwinn 

According  to  the  State  Ethics  Commission's  records,  the  Director  of  the  State 
Biologies  Laboratories  has  not  filed  financial  disclosure  forms  with  that  Office  pursuant  to 
M.G.L.  c.  268B.  This  inaction  is  questionable  in  light  of  the  policy-making  capacity 
inherent  in  the  title  of  "Director. "  Moreover,  significant  potential  for  conflict  of  interest 
resulted  from  the  Director  holding  three  separate  positions  simultaneously  ~  Director  of  the 
State  Biologic  Laboratories,  Scientific  Director  of  the  MHRI  research  project  and  developer 
for  Medlmmune. 

Similarly,  financial  disclosure  forms  for  the  Deputy  Director  of  the  State  Biologies 
Laboratories  were  not  on  file  with  the  Ethics  Commission. 

Other  Public  Policy  Objections  To  House  No.  5791  of  1996 

State  Biologic  Laboratories  employees  have  gone  to  great  lengths  in  their 
presentations  to  this  Office  and  to  the  Legislature  to  argue  that  House  No.  5791  is  needed  to 
insure  the  continued  availability  of  vaccines  to  the  children  of  the  Commonwealth.  This 
Office's  inquiry  has  determined  that  the  other  49  states  purchase  readily  available  vaccines 
for  their  immunization  programs  from  Federal  Centers  for  Disease  Control  and  Prevention 
(CDC)  contracts  or  directly  from  private  pharmaceutical  companies. 

House  No.  5791  allows  the  proposed  institute  to  evade  the  constraints  imposed  by 
state  finance  laws  on  the  State  Biologic  Laboratories,  ability  to  enter  into  financial 
relationships  with  private  organizations  such  as  biotechnology  companies,  and  to  avoid  the 
requirement  that  revenues  from  these  ventures  be  turned  over  to  the  Commonwealth.18 


''Massachusetts  Biologies  and  Laboratory  Sciences  Institute,  Business  Plan,  December  9, 
1994  Draft,  p.  34.  Massachusetts  Pubtic  Health  Biologic  Laboratories,  Quality  Control 
Department,  Record  of  Telephonic  Conversation  with  FDA  Personnel,  Subject: 
Development  of  New  Institute  to  Assume  Fractionation  Production,  10/26/90,  Time:  1 1:00 
a.m. 

18  Interoffice  legal  memorandum  entitled  "Rationale  for  Biologies  Laboratory  Bill." 
concerning  M.G.L.  c.  7,  c.  7A,  c.  29,  c.  30,  c.  30A,  c.  30B,  c.  31,  Department  of  Public 
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House  No.  5791  would  also  eliminate  the  effective  cap  which  M.G.L.  c. Ill,  §5.  the 
enabling  legislation  for  the  Department,  has  imposed  on  the  State  Biologic  Laboratories' 
production  and  distribution  of  biologic  products. 

In  addition  to  the  concerns  expressed  above,  House  No.  5791  is  contrary  to  the 
interests  of  the  Commonwealth  because  it: 

assigns  all  patents,  copyrights  and  other  intellectual  property  rights  of  the 
Department  of  Public  Health,  State  Laboratory  Institute  and  State  Biologic 
Laboratories  to  the  new  Institute  without  defining  who  will  derive  the  benefit 
of  these  rights.  The  Legislature  should  not  abandon  these  rights  without  a 
thorough  exploration  of  this  issue  by  the  Attorney  General  and  the  Secretary  of 
State; 

assigns  to  the  quasi-independent  entity  the  right  to  use  the 
manufacturing  license  issued  to  the  Commonwealth  by  the  FDA  without 
requiring  that  the  public  be  compensated; 

makes  an  unprecedented  entry  of  the  Commonwealth  into  the 
competitive  for-profit  pharmaceutical  industry,  establishing  a  public 
instrumentality  which  would  compete  with  private  firms,  including 
Massachusetts-based  firms,  in  the  development  of  biologic  products  for 
national  and  international  sale; 

exempts  all  of  the  new  entity's  records,  not  just  so-called  "trade  secrets."  from 
the  public  records  law; 

lacks  minimum  standards  of  financial  accountability  and  fails  to  require 
competitive  procurement  of  goods  and  services; 

establishes  a  public  instrumentality  beyond  the  reach  of  the  Legislature. 

This  Office  urges  the  Legislature  to  fully  assert  the  proprietary  interests  of  the 
Commonwealth  in  RSVIG-IV  and  other  biologic  products  developed  in  the  State  Biologic 
Laboratories.  I  oppose  assignment  of  these  rights  to  the  proposed  entity.  I  have  provided  a 
copy  of  this  letter  to  the  Attorney  General  because  I  question  whether  the  Director  and 
Deputy  Director's  assignment  of  the  RSVIG-IV  patent  to  MHRI  was  authorized  by  law  and 
whether  the  Commonwealth  has  a  rightful  claim  to  as  much  as  $75  million  in  profits  from 
RSVIG-IV. 


Health,  February  25,  1992. 
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In  light  of  the  questionable  activities  of  state  employees  described  in  this  letter  and  the 
considerable  adverse  financial  and  other  consequences  of  the  bill,  I  urge  you  to  defeat  House 
No.  5791. 

Thank  you  for  your  consideration.  If  you  have  any  questions,  please  do  not  hesitate 
to  contact  my  Office. 


Sincerely, 


Robert  A.  Cerasoli 
Inspector  General 


cc:  Attorney  General  L.  Scott  Harshbarger 
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The  Honorable  Angelo  M.  Scaccia,  Chairman 
House  Science  and  Technology  Committee 
State  House,  Room  155 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Scaccia: 

Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


'"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 
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The  Honorable  Thomas  M.  Finneran.  Chairman 
House  Ways  and  Means  Committee 
State  House.  Room  243 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Finneran: 

Pursuant  to  M.G.L.  c.  12 A.  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995.  which  is  the 
Department  of  Public  Health  s  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


'"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 
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The  Honorable  David  B.  Cohen,  Chairman 
House  Committee  on  Bills  in  the  Third  Reading 
State  House,  Room  20 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Cohen: 

Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 


ROBERT  A  CERASOLI 
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The  Honorable  Charles  Flaherty.  Speaker 
Massachusetts  House  of  Representatives 
State  House.  Room  356 
Boston.  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Speaker  Flaherty: 

Pursuant  to  M.G.L.  c.  12A.  §8.  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995.  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


'"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 
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The  Honorable  Mark  C.  Montigny,  Chairman 
Joint  Committee  on  Health  Care 
State  House,  Room  41 3D 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Montigny: 

Pursuant  to  M.G.L.  c.  12A,  §8.  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995.  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


'"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 
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The  Honorable  David  P.  Magnani,  Chairman 
Senate  Committee  on  Science  and  Technology 
State  House,  Room  213B 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Magnani: 

Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi -independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 


ROBERT  A  CERASOLI 
INSPECTOR  GENERAL 
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The  Honorable  Stanley  C.  Rosenberg,  Chairman 
Senate  Ways  and  Means  Committee 
State  House,  Room  212 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Chairman  Rosenberg: 

Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 


ROBERT  A  CERASOLI 
INSPECTOR  GENERAL 


©fftre  of  tfft  ^Inspector  (General 
One  Ashburton  Place,  Boston,  MA  02108 


ROBERT  A  CERASOLI 
INSPECTOR  GENERAL 


JOHN  W  MCCORMACK 
STATE  OFFICE  BUILDING 
ROOM  1311 
TEL  727-9 1 40 
FAX  723-3540 


February  22,  1996 


The  Honorable  Thomas  F.  Birmingham 
President  of  the  Senate 
State  House,  Room  332 
Boston,  MA  02133 

RE:  House  No.  5791  of  1996  (formerly  House  No.  210  of  1995  and  House  No.  5630  of 
1995) 

Dear  Senate  President  Birmingham: 

Pursuant  to  M.G.L.  c.  12A,  §8,  I  have  previously  written  to  the  chairmen  of 
legislative  committees  to  express  my  opposition  to  House  No.  210  of  1995,  which  is  the 
Department  of  Public  Health's  recommendation  to  establish  a  new  quasi-independent  entity, 
the  Massachusetts  Biologies  and  Laboratory  Sciences  Institute.1  I  asked  the  Legislature  to 
refrain  from  taking  further  action  on  this  proposal,  now  House  No.  5791  of  1996,  until  my 
Office  completed  its  review  of  certain  activities  and  practices  of  the  Massachusetts  Public 
Health  Biologies  Laboratories  (the  State  Biologic  Laboratories)  related  to  this  bill.  In  light  of 


"The  inspector  general  may  supervise,  coordinate  and  conduct  audits  and  investigations, 
when  necessary,  relating  to  programs  and  operations  described  in  section  seven.  He  shall 
review  legislation  and  regulations  relating  to  programs  and  operations  described  in  said 
section  seven  and  shall  make  recommendations  concerning  the  effect  of  such  legislation  or 
regulation  on  the  prevention  and  detection  of  fraud,  waste  and  abuse.  He  may  recommend 
policies  which  will  assist  in  the  prevention  or  detection  of  fraud,  waste  and  abuse." 


